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RESPONSE TO AMENDMENT 

The amendment filed 5/1/2007 has been entered into the record. Claims 1-20 
were pending in the application. Claims 15-20 were withdrawn as being drawn to non- 
elected invention. Claims 1-14 were examined and are currently under examination. 

The text of Title 35 of the U.S. Code not reiterated herein can be found in the 
previous office action. 

Objections to claim 1,2,6,10 and 14 are withdrawn in view of the amendments to 
the claims. 

Rejections Withdrawn 

1 . The rejection of claims 1-14 under 35 USC 1 st paragraph scope of enablement is 
withdrawn in view of the amendments to the claims to include a nucleic acid 
extraction step. 

2. The rejection of claims 1-5 under 35 USC 112, 2 nd paragraph as being 
incomplete for omitting essential steps of detecting a PCR product of a particular 
size is withdrawn in view of Applicants amendment to the claims to recite primers 
SEQ ID NO: 1 and SEQ ID NO: 2. 
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3. The rejection of claims 1 ,3 and 14 under 35 USC 102(b) as being anticipated by 
Englund et al, Diagn Microbiol Infect Dis 33:163-171,1999 is withdrawn in view of 
the amendment to claim 1 which now recites SEQ ID NO: 1 and SEQ ID NO: 2 
and the amendment to claim 14 which now recites 413 base pairs. 

4. The rejection of claims 1,3 and 14 under 35 USC 102(b) as being anticipated by 
Erume et al. African Health Science, 2001, 1:83-89 is withdrawn in view of the 
amendment to claim 1 which now recites SEQ ID NO: 1 and SEQ ID NO: 2 and 
the amendment to claim 14 which now recites 413 base pairs. 

5. The rejection of claims 1 ,3,4,5 and 14 under 35 USC 102(a) as being anticipated 
by Herrewegh et al. EP 1223225 A1 published July 17, 2002 is withdrawn in view 
of the amendment to claim 1 which now recites SEQ ID NO: 1 and SEQ ID NO: 2 
and the amendment to claim 14 which now recites 413 base pairs. 

6. The rejection of claims 1,2,3,5 and 14 under 35 USC 102(a) as being anticipated 
by Corti et al BMC Microbiology, 2002, 2:15 is withdrawn in view of the 
amendment to claim 1 which now recites SEQ ID NO: 1 and SEQ ID NO: 2 and 
the amendment to claim 14 which now recites 413 base pairs. 
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Rejections Maintained 

7. The rejection of claims 6-14 under'35 USC 112, 2 nd paragraph as being 
incomplete for omitting essential steps of detecting a PCR product of a particular size is 
maintained for reasons made of record in the office action mailed 12/22/2006. 

Applicants argue that "it is clear that Applicants teach detection of Map using 
primers SEQ ID NOS: 1 and 2 which are nested primers. As is known by one of ordinary 
skill in the art, a nested primer pair produces an amplification product of a specific size. 
The information "333 base pair product" is extraneous and not required. Thus one of 
ordinary skill in the art would know the "metes and bounds" of the instant claim". 

Applicants' argument is not persuasive. The claims as written omit the essential 
physical step of detecting a PCR product of a particular size. As such the claims further 
lack antecedent basis for the recitation 'wherein the presence of an amplification 
product specific for Map in the PCR reaction mixture indicates that the animal is infected 
with Map'. 

As to the recitation of primers J1 and J2 and P90 and P91 as being laboratory 
designations without structural limitations to said primers, Applicants state that the 
claims have been amended to provide structural limitations for J1 and J2 by referring to 
their sequences. 

However, this change is not reflected in claims. 
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As to the designation of P90 and P91, applicants state that "these are referred to 
by the region and size of the sequence generated and point to p.7 lines 19-24 of the 
specification". 

However, line 19 of the specification states that "primers P90 and P91 for IS900 
specifically recognize a 413bp sequence of Map. See Vary et al. Journal of Clinical 
Microbiology 28:933-937, 1990". Vary et al does not disclose primers named P90 and 
P91 nor discloses primer sequences for P90 and P91 that amplify a region of the IS900 
region of Map. Therefore, the metes and bounds of J1 and J2 and P90 and P91 are not 
clear as recited in the claims, as they are laboratory designations. Hence, the rejection 
is maintained for reasons set forth in the previous office action. 

8. The rejection of claims 6,7,8,9 and 1 1 under 35 USC 102(b) as being clearly 
anticipated by Englund et al is maintained for reasons set forth in the previous office 
action mailed 12/22/2006. 

The claims are drawn to a method for detecting a Map infection in an animal, the 
method comprising the steps of: 

(A) providing a biological sample from the animal and extracting nucleic acids from the 
sample;_and 

(B) subjecting the extracted nucleic acids to nested polymerase chain reaction using at 
least a first pair of primers for amplifying the IS900 region of the Mycobacterium avium 
subsp, paratuberculosis (Map) genome and a second pair of primers for amplifying a 
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portion of the amplified IS900 region, 

wherein the presence of an amplification product specific for Mycobacterium avium 
subsp, paratuberculosis Map in the polymerase chain reaction mixture indicates that the 
animal is infected with Mycobacterium avium subsp, paratuberculosis Map. 

Applicants argue that in Englund et al., the nucleotide sequence differs from the 
instant primers J1, J2. The primers in Englund et al., specifically probes for only 210 
base pairs in nested PCR, which is different to the instant 333 base pairs. Furthermore, 
these are directed to strain Linda, which was isolated from a patient with Crohn's 
disease and may not reflect bovine field strain MAP seen in cattle. Furthermore, 
Applicants have amended the claims to indicate the structural information for the instant 
primers. 

This is not found persuasive. 

Englund et al teach all the limitations of the claims including extraction of nucleic 
acids ( see materials and methods as set forth in the previous office action). No 
structural limitations are recited in the claims 7,8 and 9 for primer pairs J1 and J2 and 
P90 and P91 which are mere laboratory designations and do not distinguish said primer 
pairs from the prior art. Claim 6 does not limit to a particular size of an amplification 
product. Furthermore, the claims do not recite particular strains of Map. 
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9. The rejection of claims 6,7,8,9 and 1 1 under 35 (JSC 102(b) as being clearly 
anticipated by Erume et al is maintained for reasons set forth in the previous office 
action mailed 12/22/2006. 

The claims are set forth supra. 

Applicants argue that there is only a 210bp product amplified and the sequences 
and alignments differ resulting in detection of less copies of the Map genome. 
Applicants argue that the claims have been amended to indicate the structural 
information for the instant primers. 

This is not found persuasive. 

Erume et al teach all the limitations of the claims including extraction of nucleic 
acid (see materials and methods as set forth in the previous office action). Claim 6 does 
not teach a particular size of an amplification product and the claims do not refer to the 
numbers of copies of the Map genome. Furthermore, no structural limitations are recited 
in the claims 7,8 and 9 for primer pairs J1 and J2 and P90 and P91 which are mere 
laboratory designations and do not distinguish said primer pairs from the prior art. 

1 0. The rejection of claims 6,7,8,9, 1 1 , 1 2 and 1 3 under 35 USC 1 02(a) as being 
clearly anticipated by Herrewegh et al is maintained for reasons set forth in the 
previous office action mailed 12/22/2006. 

The claims are set forth supra. 
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Applicants argue that Herrewegh et al. conduct only one animal study. The base 
pair product discussed in Herrewegh et al. is extremely low and rather points to a 
degradation product. As such the primers completely differ as they do not give rise to 
the same base pair product. Furthermore, Applicants have amended the claims to 
indicate the structural information for the instant primers. 

This is not found persuasive. 

Herrewegh et al teach all the limitations of the claims as set forth in the previous 
office action including extraction of nucleic acids (see p.4 paragraph 16 as cited in the 
previous office action). The argument that Herrewegh conducts only one animal study 
is not convincing as the claims does not teach such limitation. Claim 6 does not teach a 
particular size of an amplification product and the Office does not have means for 
determining whether the amplification product of Herrewegh et al is a degradation 
product as asserted by Applicants representation. Furthermore, no structural limitations 
are recited in the claims 7,8 and 9 for primer pairs J1 and J2 and P90 and P91 which 
are mere laboratory designations and do not distinguish said primer pairs from the prior 
art. 

11. The rejection of claims 6,7,8,9,10,11 and 13 under 35 USC 102(a) as being 
clearly anticipated by Corti et al is maintained for reasons set forth in the previous office 
action mailed 12/22/2006. 

The claims are set forth supra. 
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Applicants argue that the Corti et al. primers are different in sequence and 
alignment from the instant invention. The primers in Cortis et al only detect 298 base 
pairs products different from the 333 base pairs of the instant invention and as such, 
detect less copies of the MAP genome. Furthermore, Cortis et al did not determine 
difference of results when only using primers P90, P91 and then followed by the nested 
PCR reaction. In addition, the PCR reaction was performed in bulk milk and not on milk 
obtained from individual animals as in the instant invention. Applicants have amended 
the claims to indicate the structural information for the instant primers. As such, Cortis et 
al., fails to teach each and every claim limitation of the instant invention. 

This is not found persuasive. 

Corti et al teach all the limitations of the claims as set forth in the previous office 
action including extraction of nucleic acids (see materials and methods p.4-6 as cited in 
the previous office action). Claim 6 does not teach a particular size of an amplification 
product and there are no structural limitations recited in the claims 7,8 and 9 for primer 
pairs J1 and J2 and P90 and P91 which are mere laboratory designations and do not 
distinguish said primer pairs from the prior art. Corti et al did perform a nested PCR 
reaction using a using a first pair of primers, primers P90 and P91 for amplifying the 
IS900 Map specific insertion sequence and a second pair of primers for amplifying of 
the first amplification product produced with primers P90 and P91 (see materials and 
methods). Applicants argument that the milk in Corti et al came from bulk milk instead 
from individuals is not found persuasive because the methods of Corti et al still 
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accomplish the task of detecting Map infection in an animal as the bulk milk is also 
obtained from at least one animal that is infected with Map. 



New Rejections Based on Amendment 
Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

12. Claims 7,9 and 14 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter, 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

The claims are drawn to a method for detecting a Map infection in an animal, the 
method comprising the steps of: 

(A) providing a biological sample from the animal and extracting nucleic acids from the 
sample; and 

(B) subjecting the extracted nucleic acids to nested polymerase chain reaction using at 
least a first pair of primers for amplifying the IS900 region of the Mycobacterium avium 
subsp, paratuberculosis (Map) genome and a second pair of primers for amplifying a 
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portion of the amplified IS900 region, 

wherein the presence of an amplification product specific for Mycobacterium avium 
subsp, paratuberculosis Map in the polymerase chain reaction mixture indicates that the 
animal is infected with Mycobacterium avium subsp, paratuberculosis Map, wherein the 
first pair of primers are primers P90 and P9, wherein said primers consist of the primers 
P90 and P91, wherein said primers recognize a 413 bp sequence of the IS900 region of 
Mycobacterium avium subsp. paratuberculosis. 

The primers P90 and P91 are laboratory designations, which do not provide any 
structural limitation and do not distinguish from the prior art. The specification does not 
provide guidance as to the sequence of the primers P90 and P91 and only describes 
P90 and P91 as their ability to amplify a 413 base pair product of the IS900 region of 
Map. 

The recitation of P90 and P91 does not convey a common structure for all 
primers that can amplify a 413bp product from any part of the IS900 region. There are 
no sufficient identifying characteristics the set of primers that can amplify any 413 bp 
product of IS900. 

The scope of the claims encompasses numerous structural species of primers 
that can amplify any 413 bp product of IS900 region which is 1.45 kilobases (Vary et al. 
Journal of Clinical Microbiology, 1990, P. 933-937) resulting in a highly variant genus 
composed of members with a significant number of structural differences. The 
disclosure fails to describe the common attributes or structural characteristics that 
identify members of said genus of primers that can amplify a 413 base pair product of 
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IS900 and because the genus is highly variant, the recitation of P90 and P91 alone 
without structural limitation is insufficient to describe the genus of said primers. 

One of skill in the art would reasonably conclude that the specification and 
claims lacks written description for primers P90 and P91 and the variant genus of any 
pair of primers that can amplify a 41 3 bp product of the IS900 region and one of skill in 
the art would not recognize that applicants had possession of the genus of the claimed 
pair of primer(s). 

13. Claims 7,9 and 14 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter, which 
was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 

The claims are set forth supra. 
The nature of invention is drawn to primers P90 and P91 used as a first pair of primers 
in a nested PCR reaction used to detect Map infection in an animal. Said primers are 
not described by any structural limitation but by the amplification product of said primers 
which is a 413 base pair product. 

Thus, the breadth of the claims encompasses detection of Map {Mycobacterium 
avium paratuberculosis) infection by nested PCR (polymerase chain reaction) using any 
first pair of primers that amplify the IS900 region of the Map genome. The recitation of 
primers P90 and P91 in the claims does not impart any limitations to the identity of the 
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primers in terms of their nucleotide sequence and does not impart any limitations as to 
the particular 413 base pair product. The specification does not define P90 and P91 in 
by structure. Thus, the claims are drawn to any pair of primers that amplify a 413 bp 
product. 

The specification on p.7 line 19-20 teaches that primers P90 and P91 for IS900 
specifically recognize a 413bp sequence of Map. See Vary et al. Journal of Clinical 
Microbiology 28:933-937, 1990. However, Vary et al do not disclose primers P90 and 
P91 or a 413 base pair product. 

Although, the specification provides example of primers designated P90 and P91 
used to amplify a 413 bp product, the specification does not provide guidance as to the 
particular 413 base pairs of IS900 region being amplified. IS900 of Map is 1.45 
kilobases and therefore there are numerous possibilities for different 413bp 
amplification products (Vary et al. Journal of Clinical Microbiology, 1990, P. 933-937). 

Thus, without the disclosure of the particular sequence of the primer pairs being 
used to amplify the instantly claimed 413 bp product it would require undue 
experimentation of one of the skilled artisan to practice the invention as claimed. 



Status of Claims 

Claims 6-14 are rejected. Claims 1-5 are free of art and allowable. 
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Conclusion 




Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 
706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 CFR 
1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
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the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Oluwatosin Ogunbiyi whose telephone number is 571- 
272-9939. The examiner can generally be reached on M-F 8:30 am - 5:00 pm. If 
attempts to reach the examiner by telephone are unsuccessful, the examiner's 
Supervisor, Jeffrey Siew can be reached on 571-272-0787. 

The fax phone number for the organization where this application or proceeding 
is assigned is 571-273-8300. 
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